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§26.127 Procedures.

(a) Licensee testing facilities shall
develop, implement, and maintain
clear and well-documented procedures
for accession, shipment, and testing of
urine specimens.

(b) Written chain-of-custody proce-
dures must describe the methods to be
used to maintain control and account-
ability of specimens from receipt
through completion of testing and re-
porting of results, during storage and
shipping to the HHS-certified labora-
tory, and continuing until final dis-
position of the specimens.

(c) Licensee testing facilities shall
develop, implement, and maintain
written standard operating procedures
for each assay performed for drug and
specimen validity testing. If a licensee
testing facility performs validity
screening tests, the licensee testing fa-
cility shall develop, implement, and
maintain written standard operating
procedures for each test. The proce-
dures must include, but are not limited
to, detailed descriptions of—

(1) The principles of each test;

(2) Preparation of reagents, stand-
ards, and controls;

(3) Calibration procedures;

(4) Derivation of results;

(5) Linearity of the methods;

(6) Sensitivity of the methods;

(7) Cutoff values;

(8) Mechanisms for reporting results;

(9) Controls;

(10) Criteria for unacceptable speci-
mens and results;

(11) Reagents and expiration dates;
and

(12) References.

(d) Licensee testing facilities shall
develop, implement, and maintain
written procedures for instrument and
test setup and normal operation, in-
cluding the following:

(1) A schedule for checking critical
operating characteristics for all instru-
ments and validity screening tests;

(2) Tolerance limits for acceptable
function checks; and

(3) Instructions for major trouble-
shooting and repair.

(e) Licensee testing facilities shall
develop, implement, and maintain
written procedures for remedial actions
to be taken when systems, and instru-
mented and non-instrumented tests are
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out of acceptable limits or errors are
detected. Each facility shall maintain
documentation that these procedures
are followed and that all necessary cor-
rective actions are taken. In addition,
each facility shall have systems in
place to verify all stages of testing and
reporting and to document the
verification.

§26.129 Assuring specimen security,
chain of custody, and preservation.

(a) BEach licensee testing facility
must be secure at all times. Each li-
censee or other entity shall have suffi-
cient security measures in place to
control access to the licensee testing
facility and to ensure that no unau-
thorized personnel handle specimens or
gain access to the licensee testing fa-
cility’s processes or areas where
records are stored. Access to these se-
cured areas must be limited to specifi-
cally authorized individuals whose au-
thorization is documented. All author-
ized visitors and maintenance and serv-
ice personnel shall be escorted at all
times while in the licensee testing fa-
cility.

(b) When specimens are received, li-
censee testing facility personnel shall
inspect each package for evidence of
possible tampering and shall compare
information on the specimen con-
tainers within each package to the in-
formation on the accompanying cus-
tody-and-control forms. Licensee test-
ing facility personnel shall attempt to
resolve any discrepancies identified in
the information on specimen bottles or
on the accompanying custody-and-con-
trol forms. When resolving any discrep-
ancies, licensee testing facility per-
sonnel shall obtain a memorandum for
the record from the specimen collector
involved in the discrepancy to docu-
ment correction of the discrepancy.
This memorandum must accompany
the specimen(s) and custody-and-con-
trol forms to the HHS-certified labora-
tory if the specimen(s) must be trans-
ferred.

(1) Indications of tampering with
specimens in transit from the collec-
tion site, or at a licensee testing facil-
ity, must be reported to senior licensee
or other entity management as soon as
practical and no later than 8 hours
after the indications are identified. In
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